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Study EX96-1-002 

Bone Substitute Material (BSM^) Screening Assa, in the NZW Rabbit Prox 
Tibia Bone Defect Model 
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Study EX95-1-004 

Pilot Efficacy Study of Bone Substitute Material (BSM " u ) in the Canine Proximal 
Tibia Bone Defect Model 




Photomicrograph of canine trabecular bone grown into the defect site treated with BSM The 
small arrows denote osteoblast-hke cells lining the bone spicules and are indicative of enhanced 
cellular activity .'Magnification 1 0X decalcified HematoxyJ'r & Ecsin • 
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Study EX95-1-004 

Pilot Efficacy Study of Bone Substitute Material (BSM in the Canine Proximal 
Tibia Bone Defect Model 




Photomicrograoh of a camne cortical Done cefec: that was feared with BSM The large arrows 
tnaicate one eage cf me aefect The new bone growth s so the right of the asrsc: ana" at 4 wee* 
after surgery ts thick traoecular cere t Magnification jnaecaicmed Lrcn; G^een Basic 
Fuchsin) 
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Study EX95-1-005 

Establishment of a Bone Substitute Material (BSM~) Screening Assay in the NZW 
Rabbit Proximal Tibia Bone Defect Model 




Photomicrograoh of an untreated 'controls tibia defect in raboit #31 at 4 weeks after suraery Tre 
large arrow indicates the eage of the defect. The small arrowheads indicate tne remaining defect 
with no Done. Small arrows denote an abundance of fibrous connective -issue m the defect site 
The large arrownead points to new trabecular bene :n :re oefect , Magnification 4X decalcifies 
Masson's Tnchromei 
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Study EX95-1-005 

Establishment of a Bone Substitute Material (BSVr^? Screening Assay in the NZW 
Rabbit Proximal Tibia Bone Defect Model 
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ETEX C *. Confidential Report 
Stud} 96-00$ 



XRD ANALYSIS OF EXPLANTED a-BSM™ FOR DAYS 4,7,14 
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a-BSM™ Resorption and Defect Healing 
Compared to Autograft Healing 
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wMks after surgery 



This figure demonstrates the resorption of a-BSM™ (cirdes) following implantation into a canine 
femoral defect Also represented is the formation of new bone within the defect site, for animals 
treated with either a-BSM™ (squares) or with autologous bone (diamonds). The data is presented 
as the % of the defect occupied by calcium phosphate (either new bone or a-BSM™) as determined 
by fight microscope histomorphometry of von Kossa stained undecaJcified sections. Error bars 
represent standard error of the mean. For weeks 3 and 26, n=4; For weeks 4 and 12, n=8 
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